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Zuckerman Spaeder is proud to be a longtime advocate for generic drug 
manufacturers in their efforts to increase competition and bring affordable drugs 

to patients in need. Whether before FDA, Congress, other government agencies, or in 
court, we fight to secure our clients’ goals and protect their interests.  

FDA COUNSELING AND COMPLIANCE
We understand the complex regulatory environment you face and can develop strategies that account for—
and exploit—the scientific, policy, and legal issues at play. Our team handles all matters related to product 
approval, product safety, manufacturing, labeling, marketing, and FDA post-market surveillance. We can help 
develop and implement strategies for managing risk, complying with quality systems regulation, meeting good 
manufacturing practices obligations, responding to FDA warning letters and “483s,” and conducting internal 
investigations to identify potential problems. When needed, we also counsel clients on product recalls.

LITIGATION
Competition in the pharmaceutical market is intense, and litigation is an essential tool for generic 
manufacturers to protect or advance their interests. Our nationally recognized litigators can help you in court 
when it matters most, fighting brand company tactics aimed at delaying generic competition, helping preserve 
or challenge Hatch-Waxman and other statutory exclusivity rights, and challenging FDA regulations and 
policies.

FDA ADVOCACY
We have extensive experience in pre-litigation advocacy for our clients in front of FDA—filing comments to 
proposed rules and guidances, submitting and responding to FDA citizen petitions, and engaging the agency 
on critical regulatory and policy issues.

WHITE COLLAR DEFENSE AND CONGRESSIONAL INVESTIGATIONS
For more than 40 years, we have represented individuals and companies in some of the most significant 
criminal prosecutions and investigations in the United States and abroad. Government investigators continue 
to target the pharmaceutical industry, and we can help resolve these investigations and mitigate the 
disruptions to your business. We also understand the arcane procedural rules that apply to congressional 
investigations and know how to use them to our clients’ advantage. When criminal charges are inevitable, our 
powerhouse team of litigators can defend you or your executives in court.
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Zuckerman Spaeder's FDA practice is among the best in the 
biosimilars and generics industry.”



Product approvals
We have extensive experience working with generic 
pharmaceutical manufacturers to navigate the 
approval pathways for generic drugs using ANDAs 
and 505(b)(2) applications. If needed, our nationally 
recognized litigation team can help you overcome 
opposition by brand companies and last-minute 
attempts by competitors to block your product 
getting to market.

Biosimilars
Biosimilars is an evolving area with unsettled 
legal, regulatory, and policy questions. We have 
been involved in biosimilars issues from their 
inception, participating in drafting and negotiating 
the legislation, litigation over the BPCIA’s patent 
provisions and advocating for a fair, consistent 
approach. Our team was instrumental in opposing 
an Abbott Laboratories’ citizen petition aimed at 
suspending FDA’s biosimilars program altogether.

Access to RLD samples
In what FDA calls a “growing major problem,” brand 
companies frequently deny generic competitors 
access to RLD samples needed for required 
bioequivalence testing. Generic manufacturers must 
remain tenacious in their efforts to acquire samples. 
With substantial experience securing samples for our 
clients, we can develop a strategy leveraging FDA 
policies, congressional oversight, and court rulings 
to help in your push for access to needed samples. 
If necessary, we can also litigate the access issue in 
the courts.

Market exclusivity
For generic manufacturers, market exclusivity 
can be worth hundreds of millions of dollars. But 
companies seeking to secure or protect their 180-
day Hatch-Waxman exclusivity often face hurdles like 
citizen petitions or lawsuits by competitors. As we 
have for many clients, we can help you overcome 
these obstacles and clear the way for an award of 
exclusivity. 

Generic drug labeling
When FDA proposed a new rule regarding labeling 
changes to generic products, we filed extensive 
comments opposing the proposed rule. If FDA does 
not reconsider its decision, we can help you develop 
a litigation strategy to challenge the rule.

Development and co-venture agreements
We offer our clients regulatory and strategic 
guidance at every stage of embarking on 
development or co-venture agreements. We can 
advise on issues from the beginning to ensure that 
the agreement is a success. If something goes 
wrong, we have the litigation strength to ensure your 
interests are protected.
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EXPERIENCE WHERE IT COUNTS
No matter what issue you face, Zuckerman Spaeder can help.
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If you’re looking for FDA compliance or 
litigation advice, go nowhere else.”
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About Zuckerman Spaeder LLP

Zuckerman Spaeder is consistently recognized as a leading boutique law firm—
and for good reason. For 40 years, the firm has attracted extraordinarily talented 
and experienced attorneys who are committed to each one of their clients. We 
help them with their most complex, high-stakes legal problems and consistently 
deliver positive results.

With an approach that is both aggressive and savvy, Zuckerman Spaeder 
seeks to resolve matters before they get to trial—often saving clients from 
considerable expense and unwanted attention. And when needed, the firm’s 
focused trial lawyers know how to go toe-to-toe with government regulators, 
leading businesses, and the largest law firms. 
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